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Nhan hép

(®) Prescription drug

PITORIX 30mg

Etoricoxib 30mg

Box of 3 blisters x 10 film-coated tablets
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KEEP OUT OF REACH OF CHILDREN COMPOSITION - Each film-coated tablet contains Etoricaxib 30mg
READ THE LEAFLET CAREFULLY BEFORE USING
INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION - Read the leaflet inside.

PYMEPHARCO JOINT STOCK COMPANY
186-170 Nguyen Hue Str., Tuy Hoa City, STORAGE - In o dry, cool place (below 30°C). Protect from light.
Phu Yen Prov., Vietnam SPECIFICATION - In-house.

® Thuse ban theo don

PiToRIX 30mg

Etoricoxib 30mg
Hép 3 vi x 10 vién nén bao phim
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BE XA TAM TAY TRE EM THANH PHAN - M&i vign boo phim chix Etoricaxib 30mg
DOC KY HUGNG DAN SU DUNG TRUAC KHI DUNG ;

CHI BINH, CHONG CHI BINH, LIEU DUNG,

CACH DUNG - Xem K huéng dén st dyng.
CONG TY CO PHAN PYMEPHARCO Ko QUi £
186-170 Nguydn Hus, Tuy Hoa, BAD QUAN - Nat kha, mét [dusi 30°C). Trénh dnh séng.
Phi Yén, Vigt Nam TIEU CHUAN - TCCS.
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HUGNG DAN SU DUNG THUOC

Rx
Thudc ban theo don. Néu cin thém thong tin xin héi y kién bac sT.
Boc ky hudng dén st dung trude khi ding. DE xa tim tay cda tré em.

PITORIX 30 mg
(Etoricoxib 30 mg)

THANH PHAN: M3 vién nén bao phim chita

Etoricoxib 30mg

T4 duge: Tinh bdt ngd, Lactose monohydrat, Croscarmellose sodium, Povidon, Sodium starch glycolat, Magnesi stearat,
Colloidal silicon dioxid, Hypromellose, Polyethylen glycol 400, Titanium dioxid.

DUGC LYC HOC

Etoricoxib Ia thubc khang viém khong steroid (NSAID) cé hoat tinh khéng viém, gidm dau va giam s6t. Etoricoxib tc ché chon
loc COX-2 phy thudc liéu ma khéng tfc ch& COX-1 & li8u diing 150 mg mdi ngay. Chat nay ciing khéng ifc ché tdng hop mét s§
prostaglandin do COX-1 xiic tic va khong cé tac dung trén tiéu ciu.

DUGC BONG HOC

-Hap thu: Etoricoxib dugc hap thu t6t qua duding uSng. Ba &n binh thuting khéng c6 anh huing c6 ¥ nghia Im sang I&n mic do
hodc toc d hap thu 1 liéu etoricoxib 120 mg.

-Phan phdi: Khodng 92% liéu etoricoxib gdn v6i protein trong huyét tuong ngudi. Thé tich phan ph6i & trang thai bén viing
khodng chifng 120 Iit & ngudi,

-Chuyén hda: Etoricoxib dugc chuy8n héa manh mé véi <1 % liéu lugng tim thdy trong nudc tiéu & dang ban dAu. Con duding
chuyén hoa chinh dé tao ddn xuat 6'-hydroxymethyl dugc thifc hién véi su xic tdc clia enzyme cytochrom P450(CYP).

Chdt chuy&n hda chil y8u 1a dn xuat 6'-carboxylic acid clia etoricoxib dugc hinh thanh tif sif oxi hoa din xudt 6'-hydroxymethyl.
Céc chat chuyén hoa chii y&u nay bi€u hign hoic khdng c6 hoat tinh ¢6 thé do Iubing dugc hodc chi ¢o hoat tinh y&u nhu céc
thudc e ché COX-2. Cdc chat chuyén héa nay déu khéng tic ch& COX-1.

-Thdi trir: Sau khi tiém tinh mach 1 liéu don 25 mg etoricoxib c6 gin phong xa cho céc d6i tgng khde manh, 70% hoat chat
phdng xa dugc tim thay trong nucc tiéu va 20% trong phan, phin I6n § dang cac chat chuyén hoa. Dudi 2% hoat chdt phong xa
dugc tim thdy & dang thudc khong chuyén héa.

Phdn 16n etoricoxib dugc thai trif chii y&u qua qué trinh chuyén hoa, sau d6 qua sy bai tiét & than.

CHI DINH

Dung trong cdc trudng hop viém xuong khdp, viém khdp dang thdp, viém dét séng dinh khép, cdc con dau hay cac triéu ching
c6 lién quan d&n con gout c&p tinh.

LIEU DUNG VA CACH SU DUNG

Etoricoxib dugc ding bang duding ung, c6 thé diing ciing hay khéng ciing véi thic in.

Viém xuong khdp: Liéu dé nghj Ia 30 mg m&i ngay 1 I4n, cé thé ting 1&n 60 mg/ngay néu cén thiét.

Viém khép dang thdp: Liéu dé nghj 12 90 mg méi ngay 1 I4n.

Viém gout c&p tinh: Liéu dé nghj 1a 120 mg m&i ngay 114n. Etoricoxib chi nén dugc trong giai doan c6 triéu chiing cip tinh, véi
thi gian diéu tri t0i da |2 8 ngay.

Viém d6t s6ng dinh khdp: Liéu dé nghi 1a 90 mg méi ngy 1 14n, khdng nén vugt qua 90 mg.

Bénh nhén cao tudi: Khdng cdn diéu chinh liéu.

0 bénh nhan suy gan nhe(diém s& Child-Pugh 5-6): Liéu dung khéng nén vugt qua 60 mg mdi ngay 1 I4n. 0 bénh nhan suy
gidm chic néng gan trung binh (diém s& Child-Pugh 7-9) khong nén vugt qua 60 mg 2 ngay 1 I4n, ciing c6 thé xem xét dung
liéu 30 mg mdi ngay 1 1dn. Etoricoxib khdng nén dugc sif dung cho bénh nhan suy gan ning (diém s6 Child-Pugh > 10).

Khéng cdn chinh liéu & b&nh nhdn suy than mitc d6 nhe c6 hé s& thanh thai creatinin trén 30 mi/phat.

THAN TRONG

- Tdc ddng trén hé tiéu hoa: Nguy cd cd cdc téc dung bt Igi § da day-rudt (loét da day-rut hodic cc bién chiing khac & da day-
rugt) tang thém khi dung etoricoxib, cac chét irc ché chon lgc COX-2 khdc va thudc khéng viém khong steroid (NSAID) khac
dung cling lic vdi acid acetylsalicylic (thdm chf ngay ca liéu thip).

- Tac dung trén hg tim mach: Nhing chét (tc ch& chon loc COX-2 ¢6 thé kém theo tang nguy cd cac bign c6 do huyt khi (dic
bigt 1a nhdi mé&u co tim va dt quy), so véi placebo va vai thudc khang viém khéng steroid (naproxen). Vi cdc nguy cd tim mach
c6 thé ting theo liu dung va thdi gian diing nhiing chat ttc ché chon lpc COX-2, do dé nén ding thudc trong thai gian ngén nhat
cang ot va dung liéu higu qua hing ngay thap nhat.

- Tdc dong trén thdn: S dung lau dai NSAID gy hoai tif nhii thin va tdn thuong khic & than. Gill nudc, phi né va cao huyét ap.

- Téc dgng trén gan: sy gia ting men gan ALT (Alanin aminotransferase) va/hodc AST (Aspartat aminotransferase) xip xi > 3
Idn mifc t6i da binh thudng da dugc ghi nhan trén han 1% truding hgp duge didu trj biing etoricoxib trén 1m sing trong thoi gian
I&n dé&n 1 ndm vdi liu 30, 60, 90, 120 mg méi ngay.

Nén xét nghigm danh gid chiic nang gan bat thuding lién tyc & bénh nhan cé cac trigu ching va/hodc diu hiéu ggi v rdi loan
chifc ndng gan hodc & ngudi da cé xét nghigm chic nang gan bAt thuting. Phai ngung trj liéu etoricoxib néu xét nghiém chic
ndng gan bt thudng lién tuc (g&p 3 IAn mifc t6i da binh thuding).
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- Nén diing etoricoxib c4n than & bénh nhan da tiing c6 con hen suy&n c&p tinh, mé day, hodc viem mii trudc do do cdm Gng véi
cdc nhém salicylat hodc cdc chét e ché cyclooxygenase khong chon lpc. Vi sinh Iy bénh clia nhiing phan ting nay chua dugc
bi€t rd, bac sTcdn can nhic Igi ich tiém niing clia trj liéu etoricoxib so véi cac nguy cd cd thé gip.
CHONG CHi BINH
- Qué man véi bt cir thanh phdn nao clia thudc. Tién sit hen suydn, nbi mé day hodc cdc phan tng dj ing sau khi sif dung
aspirin hodc cac thudc khang viém khéng steroid (NSAID) khc.
- Suy tim sung huy&t (NYHA [1-1V).
- Bénh nhan cao huyét ap c6 huyt dp lién tyc ting cao trén 140/90mmHg va chua dugc kiém soat ddy dd.
- Bénh nhan thiéu méau cyc b, bénh ddng mach ngoai bién va/hodc bénh mach mau ndo da dugc x4c dinh.
- Roi loan chifc ndng gan ning (albumin huyét thanh < 25 g/l hoic diém s& Child-Pugh > 10)

- Loétda day td trang hoat dong hodc chay mdu tigu hoa.

- B thanh thai creatinin < 30 mi/phiit.
TUONG TAC THUGC

-Etoricoxib dugc chuyén héa bdi isoenzym cytochrom P450 CYP3A4. Khi sif dung déng thdi véi cac thudc ic ché hay cam Gng
hé enzym nay cd thé din d&n thay déi ndng d6 huy&t tudng ciia etoricoxib.
-Tuong tac clia etoricoxib v6i céc thudc khac nhu salbutamol dudng udng va minoxidil cling c6 thé xay ra do nhiing thuic nay
¢ling dugc chuy&n héa trén cling hé enzym véi etoricoxib.
-Tuong tac thudc clia NSAID bao gém lam gia ting tic dong clia thudc chdng déng duing ubng va lam tang néng do huyét tuong
clia lithium, methotrexat va céc glycosid tim.
-Nguy cd dgc tinh than c6 thé gia ting n8u dung chung véi thudc tc ché men chuyén angiotensin, ciclosporin, tacrolimus hay
thuéc Igi tiéu,
-NSAID c6 thé lam ting tic dyng clia phenytoin va thusc tri d4i thdo dudng nhém sulfonylurea.
PHU NU €O THAI VA CHO CON BU
- Thoi ky mang thai: Nhu cdc thuc khéc c6 tic dung tc ché t6ng hgp prostaglandin nén tranh diing etoricoxib trong nhiing
thang cudi clia thai ki vi c6 thé gay dong sém Gng dong mach. Chi nén duing etoricoxib trong 2 quy d4u clia thai Ki khi lgi ich tiém
ndng hon hdn nguy cd c6 thé xdy ra cho thai nhi.
- Thai ky cho con bi: Etoricoxib dugc bai tiét trong sita chudt me. VAn chua biét rd thudc nay c6 bai tigt vao sifa ngudi hay khong.
Vi ¢6 nhiéu thudc dugc bai tiét trong siia ngubi va vi c4c tic dung phy clia nhiing thudc ifc ché téng hop prostagladin co thé xay
ra @ tré nhé b me, nén tlly theo tdm quan trong clia thudc ddi véi ngudi me ma quyét dinh hodc ngung b me hodc ngung diing
thudc.
TAC DUNG KHONG MONG MUON
- Ri loan m4u va hé bach huyét: gidm tidu cdu.
- R6i loan hg mién dich: céc phan ng qud min, phin (ing phan vé/gia phan vé bao gém soc.
- R6i loan chuy&n héa va dinh duBng: ting kali huyét.
- Roi loan tdm thdn: lo ldng, m&t ngd, 1n 19, 4o gic, trdm cam, bén chén.
- R6i loan hé thdn kinh: rdi loan vi gidc, ngil ga. F;
- Roi loan tim: suy tim sung huy&t, hdi hop/dénh tréng nguc, dau thit ngyc, nhip tim nhanh.
- Ri loan mach méu: ting huy&t ap.
- Roi loan duting tiéu hoa: dau bung, loét migng, loét duting tiéu hoa bao gdm thiing va xut huy8t, ndn, tidu chay.
- R6i loan gan mét: ting men gan, viém gan, ching vang da.
- Roi loan da va md dudi da: phil mach, ngita, ban dé, phat ban, hoi chiing Stevens-Johnson, mé day. il
ThOng béo cho théythuﬁc tic dung khﬁng mong mudn gip phai khi s dung thudc. FUUFTAN
TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC wenen L

(T ML)/ ¥

Khéng c6 dit ligu. L L J%
QUA LIEU VA CACH XU TRi ey
Khong cé dgc tinh déng ké xay ra khi dung etoricoxib liéu don d&n 500 mg va liu nhiéu 14n 18n d&n 150 mg/ngay trong 21 ngay 7
G céc thit nghig¢m 1&m sang. Ba c6 nhilng bao cdo vé sir dung qué liéu etoricoxib cp tinh, nhung khong co béo cdo vé tic dung
bat Igi xdy ra & phdn I6n cac trung hp qué liéu. CAc tac dung bat Igi phé bign nhat dugc ghi nhén déu phu hop véi ddc tinh an
todn cla etoricoxib.
Trong truding hop qud liéu, ap dung céc bién phép hé trg thuding dung nhu loai bd chat chua kip hap thu khdj.dubng tiéu hoa, theo
ddi trén 1m sang va tri liu ning do, néu can. /

HAN DUNG 36 thang ké tir ngay san xuit.

BAO QUAN Noi kho, mat (du6i 30°C). Tranh &nh séng.
TIEU CHUAN TCCS.

TRINH BAY Hop 3 vi, vi 10 vién.
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